
To the FDA:
RE: DOCKET NO. 98N-1265

I send this letter as a consumer of healthcare services to register my concern and disapproval
of the Memorandum of Understanding as published by the FDA on January 21, 1999.

In its present form, the MOU, as well as the Compounding Section 503A of the Moderniza-
tion Act, severely restricts the rights of the physicians and patients to obtain healthcare
products from the provider of their choice. It also infi-inges on the rights of com o ding
pharmacists to serve the public’s medical need~A3 ~h@thc’~ co&&kheR~k%k be
no restrictions to the delivery of a compounded medication prescribed for me, regardless of
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Audrey E. Giuliano 10 Copeland Drive Bedford, MA 01730

f165 ‘ ‘:. IY ?3:39

July 16, 1999

Documents Management Branch (HFA-305)
Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, MD 29857-003

Re: Docket No. 98N- 1265

Dear Sir or Madam:

For many years I have suffered the adverse side effects of prescription drugs taken for
sinus infections and allergy relief. For that and other reasons, I sought alternatives to
prescription drugs and found great relief with homeopathic remedies.

I understand you have drafted a memorandum of understanding (MOU) to provide
legislative guidance to State Agencies. In its present form, the MOU, as well as the
Compounding Section 503A oft he Modernization Act, severely resticts the rights of
physicians and patients to obtain healthca~ products from the provider of their choice, and
infringes on the rights of compounding pharmacists to serve the public’s medical needs.

Please consider that there are many thousands of people like myself who do not respond
well to many prescription drugs and must find other means to maintain their good health.
Please redraft your MOU in a way that will allow for us to treat ourselves with alternatives
to prescription drugs.

Sincerely,

CLL@LL#
Audrey E. Giuliano
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